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Copy-translation from Belarussian

MINISTRY OF PUBLIC HEALTH
OF THE REPUBLIC OF BELARUS
ul.Myzsnikova,39 Minsk, 220024
Entry # 9 of January 8,1995
CERTIFICATE OF REGISTRATION

b-2-IC # 1330-95

]
! B-2-7IC Na 1330-95
!
Caripayniac nacpepianse sapagacya ¢ipme "No-
widky Pharmaccticals”, Aycrpuix, 1 safnscnua
IECIHHEM TRro, Lo Miticrapersa Axonsr
’ anaga?x Benapyci saparicrpasanma ¢KaBb! CpONK
Hagixassafr UKRAIN y nexasafi gopme pacrsop
' mh‘a—m 1 MriMa y asirymax ma 5 M.
SR

This ccrtificate has been issued to the "NOWICKY
PHARMACEUTICAL" Co., Austria, to certify that
Ministry of Public Health has registered a medicine
named UKRAIN in the form of solution for
injections in dosage of 1 mg/ml (5 ml vials).

This certificate is valid for 5 years and uader ao
dreumstances cafl serve as 2 guarantee for said
medicine supply.

2] crpaumhmc TACHETLANHE FRIAACLIUA HA 5 ra-
df mj’uﬁcm pase He rAPAHTYe SEKYTIKY HA3BAHA

Seal of Ministry  Deputy Minister  Signature
Hamecuix mizicrpa {Tomrrc

| 'ﬁm was translated by IVAN G. BOURLYKO, 2 translator of the Grodno State Notary's Office # 1,
"... Répuhlic of Belarus. 1 do hereby certify this to be @ truc copy-translation. In testimony whereof I have

B hcrqunto signed my nerme. This- 28th day of January,1996.

01 gespana 1996 roma, 5 , MaTycean Haraxbﬂ HuxoneenHa, rocynapcret
v Huft vorapuyc [lepsoft I'poryeHcko¥ roCyRapcTBeHHOf HOTAPHANbLHO# KOHTODH,
! CBUOETEALCTBYD BEPHOCTH DTOH KONMKM C MOAAMHHUKOM NOKYMEHTa, B [10CHACTHEM
§ NOAUMCTOK, IIPHAHCOX, B8UODKHYTHX CHOB M MHHX HEOTOBOPeHHHx ocofeHHocTeh
| He 0Xa3anoch.
s lonmech NMepeBoIMBEETO ¢ DYCCKOLO A3HKA H& aHMmfickufl cuesaHa JK¥UHO
| MHe VBBECTHHM MepemidnxoM Bypmwko ¥_aHou 'pHrOpbenuueM, NOLIMHHOCTH MOT:
© [IKCH KOTOPOTO CBHLETENLCTBYR.

Bapanmr pupoBaHG B peectpe sa B 9 6 3C
ocynapCTBEHﬂoﬂ NOWIMHH 20 0G0 pyGaelt
eHEHE HoTapw onnic ;
)] @eepanﬂ 1996 rona s, Maryeepwd-HsH. rocysaperTeeHsuit HOTADHYC
ERTIIEGHCKOR TOCYRanCTBeHHON HOTApPKHaILHOW KOHTOPH, CBUISTENbCTBYR

- ea

cyqapCTuPHHnﬁ nmomavsx 10.0(0) pyGnes
HHEY HoTapmyce gﬁ%ézgzz

H.H.MaTycesru
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REGISTRATION
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Ministry of Health of Ukraine

Bureau for Pharmaceuticals Registration

Registration Certificate
# 3641

This certificate is issued to the firm
"Nowicky-Pharma", Austria

ascertaining that in compliance with the regulation set by Ministry of Health of
Ukraine, the preparation called

UKRAIN

is registered in Ukraine as a therapeutic form
‘'solution for injections 5 ml (5 mg) in ampules N 1

The certificate is not a commitment for purchasing this preparation.

The certificate is issued on:.-- =~ “15" October 199§
The certificate is valid ugxig,f; 7% x f o "15" October 2003

¢

M7//(ndriy M. Serdiuk



MiHicTepcTBO 0XOPOHH 310POB’ S YKpaiHu
biopo peectpanii JiKapchKHX 3aco0in

Peecrpaniiine nocBizyeHHsa
Ne 3641

[[e nocez@qeﬂfm eudane Qipmi
"Homur,mm (I)Jma ABcTpis

& MioMy, wo 6idHoGIOHO 0o NOPAOKY, Yemaroaneroeo Minicmepcmeon oxopoiu

3@0p06}? Yipainu, npenapam hio Hazeoio
| YKPAIH

3apeecmpoeaffuu 6 J/fcpazm Y 6unsiOi MKyeanHoi chopmus;
_PO3YHH iAW eKUil M0 5 M (5 Mr) B aMmynax Ne 1

. Llocsiodertis He € 30606 S3aHHSIM 1000 3ArCYHIGT Ub020 HPEHADAIY.

"15" xoBTHs 1998 p
"15" xxoBTHa 2003 p.

47 1 Wr// A.M. Ceporox

IHoceiduenns sudarne
[oceiouenna diticne 0o

lonosa
bropo peccmpauii .
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Uberseszung aus dem Georgischen

Auszug aus dem Befehl Nr. 461/0 des Vorgesetzten der Agentur flir staatliche Regulierung der
medizinischen Tétigkeit beim Ministerium fiir Arbeit, Gesundheit und Soziales von Georgien
den 22.08.2008 Tiflis
iiber die staatliche Eintragung von Heilmitteln
taut dem Art. 11 des peorgischen Gesetzes Gber  ,Medikamenten und pharmazeutische Tiétigkeit™
befehle ich:
. fiir die Zeit von 5 Jahren {olgende Heilmittel zu registrieren:

1.1. Ukrain, 5 mg/5mi i/v oder i/m Impflosung 5 ml Ampulle Nr. 1
Hersteller: Laboratoires Chaix Et Du Maais (Fankreich)

Subjekt mit Eintragungsrecht: Nowicky Pharma (Osterreich)
Ausgaberegel: auf Rezept erhiltlich.

4. Zollamt ist zu informicren.
5. die Kontrolle auf die Informationseinreichung wird dem stellvertretendem Leiter der

Agentur fiir staatliche Regulierung der medizinischen Tatigkeit K.Nikolaishvili beaufiragt.
6. Berufung gegen den Befehl kann gesetzmiiflig eingelegt werden.
7. der Befehl tritt am Tage seiner Unterzeichnung in Kraft.

Leiter der Agentur G Tvalavadze

Kopie entspricht dem Original gez.
Siegelabdruck Agentur filr staatliche Regulierung der medizinischen Titigkeit beim Ministerium filr Arbeit,

Gesundheit und Soziales von Georgien

die Ubersetzung stimmt mit dem Qriginal iiberein

Ubersetzerin ( C’(ﬁ?\/\’/ ? N Japaridze
o '



Ministry
of Azerbaijan-

Pharmacy and Medical Equipment
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. Head of Department of _—
. Mahamramov
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FEDERAL AGENCY FOR HEALTH PROTECTION

APPPROVAL COMMITTEE FOR THE HEALTH CARE
SYSTEM

STEERING COMMITTEE FOR THE APPROVAL OF
PRODUCTS AND THE AUTHORIZATION OF
TRANSACTICONS

SUBCOMMITTEE FOR PHARMACEUTCAL PRODUCTS
AND DRUGS

OFFICE FOR ALLOPATIC DRUGS

FROCESS NO. 04360201505

FILE REFERENCE: S/N

Monterrey No. 33, Col. Roma, Deleg. Cuauitémoc
C.P. 06700 México T.F.

MINISTRY OF
HEALTH
APPROVAL IS HEREBY GRANTED FOR;

REGISTER ENTRY Na. 036M2005 SSA

Mexico D.F. 2 FEBRUARY 2005

PERODUCTOS FARMACEUTICOS, S.A.BECLV,
Lago Tanganica N° 18, Co. Granada

Delg. Miguel Hidalgo
C.P. 11520 Mexico D.F.

The following authorization is hereby granted on the basis of Paragraph 30, Section XX, final paragraph,
and Paragraphs 204, 221 Sections t and il, 222, 224, 368, 371, and 375 to 378 of the Heaith Act as well as
Paragraphs 153. 157, 165, 167, 169 to 178 and 72 to 80 of the Ordinance on Drugs:

With the authorization number: ¢36M2005 SSA CODE: AEAR 04360201505/R2005

DESIGNATION OF THE AUTHORIZED PROBDUCT:  UKRAIN
(INJECTION SOLUTION)

PRODUCED BY: SOLVAY PHARMACVEUTICALS B.V.



FEDERAL AGENCY FOR HEALTH PROTECTION

: APPPROVAL COMMITTEE FOR THE HEALTH CARE
| SYSTEM

STEERING COMMITTEE FOR THE ARPPRCVAL OF
PRODUCTS AND THE AUTHORIZATION OF
TRANSACTIONS

SUBCOMMITTEE FOR PHARMACEUTCAL PRODUCTS
AND BRUGS

OFFICE FOR ALLOPATIC DRUGS

PROCESS NO. 04360201505

FILE REFERENCE: S/N

Monterrey No. 33. Col. Roma, Deleg. Cuauhtémoc
C.P. 06700 México D.F.

MINISTRY OF

HEALTH
APPROVAL IS HEREBY GRANTED FOR:
REGISTER ENTRY No. 036M2005 SSA

Mexico D.F. 2 FEBRUARY 2005

PERODUCTOS FARMACEUTICOS, S.A. DEC.V.

l.ago Tanganhica N° 18, Co. Granada
Delg. Miguel Hidalgo
C.P. 11520 Mexico D.F.

The following authorization is hereby granted on the basis of Paragraph 30. Section XX, last paragraph,
Paragraphs 204. 221 Sections | and |1, 222, 224, 368. 371. and 376 o 378 of the Health Act as well as
Paragraphs 153. 157. 165. 167, 16910 178 and 72 to 80 of the Ordinance on Drugs:

With the authorization number: 036M2005 S5A CODE: AEAR 04360201505/R2005

DESIGNATION OF THE AUTHORIZED PRCDUCT:  UKRAIN
(INJECTION SOLUTION)

PRODUCED BY: SOLVAY PHARMACVEUTICALS B.V.
WITH REGISTERED OFFICE AT: VEERWEG 12

82121 AA OLST

HOLLAND

Classification of the product in accordance with Paragraph 226, Section IV of the Health Act. The importation.
exportation, production, preparation. sale and public distribution must be done in accordance with the
authorized reguirements. Attached are the approved labels with the changes {o be undertaken. You bear
sole responsibiifity for fulfilling the conditions imposed by this Agency. Product distribution must comply with
the pertinent regulaticns and conditions.

Sincerely.

"EFFEKTIVWAHL. KEINE WIEDERWAHL"

HEAD OF THE COMMITTEE FOR THE APPROVAL OF
OF PRODUCTS AND THE AUTHORIZATION OF
TRANSACTIONS

M EN B SONIA ZAMUDIO ALONSO



Therapeutic use: Drug for treatment of the formation of malignant necplasms in advanced stages.

Presentation: Public sale: Cardboard packaging with a glass ampoule. labeled "5 mg in 5 ml™.

Expiration date; 24 months after date of production. The year of production is indicated numerically
and the month of production is indicated in lefters.
Contraindications: Hyper sensilivity to the ingredients in the formula, pregnancy. high fever, processes

at SNC-level, children in their formative and growing years. Shouid nct be
administered together with cortisone derivatives or anti-immune drugs.

FORMULA: Each ampoule contains:
Active ingrediant
Alkaloid thiophosphoric acid derivative

of Chelidonium majus L. 5.00 mg

Additives:

Injection water 5.00 ml

Hydrochioric acid 1M cbp pH setting at2.5-86.5
Sodium hydroxide 4M cbp pH setting at2.5-6.5

[ THIS AUTHORIZATION OF THE HEALTH AUTHORITY CONSITUTES CERTIFICATION BY THE

| GOVERNMENT OF MEXICO REGARDING EFFICAGY AND SAFETY. iT 1S REQUIRED BUT NOT

| WHOLLY SUEFICIENT FOR ALLOWING THE SALE OF THE PRODUCT DESCRIBED. THE ISSUING OF
| THIS AUTHORIZATION HAS NO EFFECT ON REGULATIONS BY OTHER GOVERNMENT

| AUTHORITIES.

* The authorized sheif life of the product must be demonstrated cver the entire sheli life with a stability and photo-stability
study conducted in accordance with NOM-373-55A1-1893.

SHELF LIFE OF DRUGS,

NCTE: The results of the clinical studies conductad in Mexico must be submitted.

£.C. Roberto Tovar Armendaria — Head of the Office of the Directorate General for Foreign Trade Policy
Porteferice Sur 3025, 11c¢ pzo. ¢o. Héros de 777
10709 Maxico D.F.
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COMISION FEDERAL PARA LA PROTECCION CONTRA RIESGOS SANITARIOS

COMISION DE AUTORIZACION SANITARIA
DIRECCION EJECUTIVA DE AUTORIZACION
DE PRODUCTOS Y ESTABLECIMIENTOS
SUBDIRECCION EJECUTIVA DE FARMACOS
Y MERICAMENTOS,

GERENCIA DE MEDICAMERTOS ALOPATICOS
NUM DEOFICIO 04360201505

EXPEDIENTE: &/N

Monterrey No. 33, Col. Rema, Deleg. Cuauhtémod
C. P, 06700 México, D F.

e SECRETARIA SE OTORGA EL REGISTRO No. 036M2005 SSA
DE CSALUD ) - o
L “ México, D.F. a O 2 FLB. Zi‘u.’i}

-

. PRODUCTOS FARMACEUTICOS, S.A. DE C.V.

> Lago Tangafiica No. 18, Col. Granada

" Peleg. Miguel Hidalgo

=-CP, 11520 México, D.F.

Con fundamento en los Articulos: 30. fraccion XX, 194 Gltimo plarafo, 204, 221 fracciones [y 11, 222, 224, 368, 371,376 Bis y 378 de ia Ley
 General de Salud y los artfeulos 153, 157, 165, 167, del 169 al 178 y del 72 al 80 det Reglamento de Insumos parz 1s Salud, se otorga cl presente

. Registro Sanitario; '

222" CON EL No. 036M2005 $5A CLAVE IPP: AEAR 04360201505/R2005
& ' AL PRODUCTO DENOMINADO:  UKRAIN

25 : ( F.F. SOLUCION INYECTABLE)
. FABRICADO POR:" SOLVAY PHARMACEUTICALS B.V.

g CON DOMICILIO EN: VEERWEG 12
K 8121 AA OLST
HOLANDA.

= Clasificindolo segiin el Articulo 226 Fraccidn IV de la Ley General de Salud. Su importacién, exportacién, fabricacién,

- acondicionrmiento, venta o suministro ¢l péblico scrin de acuerdo a las condiciones en que ha sido aprobado. Anexo se envian los marbetes
" aurorizados con las todificaciones que deberdn efectuar, quedando el cumplimieato de las disposiciones de esta Secretaria bujo su absoluta
* responsabilidad. La difusién de su producto serd conforme a las disposiciones regulatorias vigentes.

ATENTAMENTE

SUFRAGIO EFECTIVO. NO REELECCION
LA DIRECTORA EJECUTIVA DE AUTORIZACION DE
PRODUCTOS Y ESTABLECH

MENBSC U

E£n efercicie de la facultad delégada por el Articulo S : Or g¥que spaglogan las facuitades
que ‘se sefialan en log drganos administativosede en ef misme se in , pwtlicedo con fecha 11 de
agesto de 2004 en et Dierio Oficiaf de ia Fi cidn.

ANEXOS: 14 0436020159

01/02/2005

" ANGULO SUPERIOR DERECHX . '
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COMISION FEDERAL PARA LA PROTECCION CONTRA RIESGOS SANITARIOS

[COM!SEON DE AUTORIZACION SANITARIA
DIRECCION EJECUTIVA DE AUTORIZACION
DE PRODUCTOS Y ESTABLECIMIENTOS
SUBDIRECCION EJECUTIVA DE FARMACOS
Y MEDICAMENTOS.

GERENCIA DE MEDICAMENTOS ALOPATICOS
NUM. DE OFICIO 04360201505

EXPEDIENTE: &/~
Momterrey No. 33, Col. Roma, Deleg. Cuauhtémo
C. P. Q6700 México, D F, !

L=
SECRETARIA SE OTORGA EL REGISTRO No. 036M2005 SSA

DE SALUD mixico, DE2 [} 2 FEB, 7008

= PRODUCTOS FARMACEUTICOS, S.A. DE C.V.

g. Y.ago Tangafiica No. 18, Col. Granads

" Deleg. Miguel Hidalgo

- C.P. 11520 México, D.F.

. Con fundamento en los Articulos: 3o. fraccion XXII, 194 dltimo parrafo, 204, 221 fracciones 1 y 11, 222, 224, 368, 371, 376 Bis y 378 dela Ley
General de Salud y los artfculos 133 157, 165, 167, del 169 a1 178 ¥ del 72 al 80 del Reglamento de Insumos para la Salud, se otorga ¢l presente
. Registro Sanitario:

2" CON EL No, 636M2005 SSA CLAVE IPP; AEAR 04360201505/R2005

3 AL PRODUCTO DENOMINADO:  UKRAIN
= { F.F. SOLUCION INYECTAELE )
§ FABRICADO POR: SOLVAY PHARMACEUTICALS B.V.
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B Acido clorhidrice 14 cbp ajustar pH a 2.5 -

Indicacién Terapéutica : “Adyuvante en el tratamlento de ncoplasias matignas avaneudas.”

: Presentacion: Vents al piblico: Caja de cartén con uns ampolleta de vidrio ctiquetada con 5 mg en S mlL

-Plazo de caducidad: Es de 24 meses, debiendo expresar el afto con nimero y el mes con letrs,
Cona‘amdxcacxoncs Hipersensibilidad a los componentes de s formuls, cmbaraco, fichre elevada, procesos ¥ nivel SNC, nliloy cn otapa de
A creclmicnio, no se administe con derlvados de cortlsona 6 medicamentros inmunodepresores

-FORHULA Cada ampollieta contiene:
.P.rincupw Active
Complejo. de slcaloides de chelidonium majujs L.

: - yAc':dc ‘tiofosférico . 5.00 mg
E Ad1tivos.
§="hgua inyectable ‘ 5.00 mL

6.5
H1dréx‘ido de sodio &M cbp ajustar pH a 2.5 ~ 6.5

NECESARIO PERO NO SUFiCIENTE PARA SU COMERCIAL[ZACION SE EXPIDE SIN INTERFER!R CON DlSPOSlC[ONEb DE
" OTRAS DEPENDENCILAS.

*Deberén confirmar el plazo de caducldud otorgado con estudios de catabliidad y fotocstabllidad a largo plaze conforme 4 1o extablecide en Ix NOM-473-55A1-1993,

o Ertabllidad de Medlexmesntos,
v NOTA: Presentar los resultados de los estudlos clinleas efectuedos en México

-: Cap,- Lie, RobertoTovar Armeadar(z.- Encargade del Despacho de la Dircecién Goacral de Politis do Comertio Exterior,
v Periférico Sur 3028, 110, plso, col, Héroes de Padlernz
10700 Méxieo, DR
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UNITED ARAB EMIRATES
MINISTRY OF HEALTH

ﬁg) r’fgf) C./J,/\JBB MJD |
Y& IUY,

PRODUCT REGISTRATION CERTIFICATE

Cenificate #; 4987-6170-1-C2

- Conventional Medicines

Itis canified that the following product was evaluated by the concemed commiltiee and approved for registration in the

Ministry of Health
Registration No. | 4987-6179-1 rirst Reg. Date: | 26:Jun-2006
Expiry Date: 10-Jul-2012
Product Name UKRAIN
Pharmaceutical ‘Fo;m So!utton for'!njectmn
‘ShelfLife (monthe) " - T g LTI W T Sorage Condmcn I TR RS SRS
48 Do not store above 25"0 Protect from du‘ect sunhght
o PaCkaze(s) Pack S;ze Presentauon D;spensmg lod U NPE
Sml Ampouie Ampoule _ Prescnphon Only Medicine (POM} 498'1?—6179-0‘1-01
| Aetivedngredisnt(y. . | . Quantify . L FETT “Manutectrer T R
-Chelidonium majus L. Alkaloid | Smg/Sml SOLVAY PHARMACEUTICALS B.V. [Weesp;
thiophosphoric acid derivative NETHERLANDS} ; A-
-Niarketingb RlthBazafion:Holdar . ’
NOW(CKY PHARMA [Vienna; AUSTRIA] :
1 Agentin A S
Emirates Health Care Store {Abu Dhabi; UAE}

PO -,‘cr‘-'\,';";_‘; I
Tetuih AN o a L

5186508

os‘{ ob

Drug Control Depadment ~ o e = e

. Issued on; 15-July-2007

attached: uter label Ein/ner label E}éert



BUNDESMINIS TRRIUM
FUR ARBEIT, GESUNDHEIT UND SOZIALES

Herm
Mag. Dr. Kariheinz Demel

Fax Nr. 5058035

GZ: 21.400/135-VIlIIAJ4/99 Wien, 8. Dezember 1968

Betreff: Zulassungsverfahren betreffend das Produkt Ukrain

Sehr geehrter Herr Doktor |

Bezugnehmend auf lhre diesbeziigliche Anfrage dirfen wir lhnen hestétigen, dass
das Uber Antrag des Herrn Dipl. Ing. Dr. Nowicki eingeleitete Zulassungsverfahiren
far das Produkt Ukrain nach wie vor anhangig ist.

Mit freundlichen Griiken

Fir die Bundesministerin
MICHTNER

Fur die Richtigkeit
der Ausfertigung:

% '{?uﬁ/ovf

Abtleilung VIVA/4, Auskurfi:  Kristina Schusier. DW 4537
A-1010 Wicn Stubenring 1, Tel: +43 1 711 72, Fux: 7.5 73 12, DVR. 017001



Australian Government
Department of Health and Ageing
Therapeutic Goods Administration

File: 2004/009839

Mrs Aleksandra Harasemcuk
40 Harcourt Avenue
Kealba VIC 3021

Dear Mrs Harasemcuk
Re: NSC-631570 (Ukrain) — Orphan Drug Application

I refer to your letter of 30 April 2004 seeking orphan drug designation for NSC-631570
(Ukrain), for the treatment of pancreatic cancer.

Consideration of your application (Application No. 03-1456-4 ) has been completed.

1 have decided, pursuant to subregulation 16J(2) of the Therapeutic Goods Reguwlation= 1990
to designate NSC-631570 (Ukrain} as an orphan drug The indication is for the treatment of

pancreatic cancer.

The Therapeutic Goods Administration (TGA) would appreciate advice on when you plan to
submit an application to register the designated medicine. It is strongly recommended that
you meet with staff of the TGA prior to submitting such an application, to discuss data
requirements. If the indication in your application to register the medicine differs from thei in
your application for orphan drug designation, additional data may be required to demonstrate
that orphan designation still applies.

Yours sincerely

Leonie Hunt
Director
Drug Safety and Evaluation Branch
Delegate of the Secretary

Dated this 8th day of June 2004

Address: PO Box 100 Woden ACT 26006 Website: www.iga.gov.au
Telephone: 02 6232 8444 Facsimile: 02 6232 8605 ABN 40 939 466 804
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\{f’ DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Office of Qrphan Products Development (FIF-35)
Food and Drug Administration

5600 Fishers Lanc

Rockville, MD 20857

August 20, 2003

Bohdan Hugel

US Agent for Now Pharm AG
3250 Giase Road
Danielsville, PA 18038

Re: Designation Request # 03-1693

Dear Mr. Hugel:

Reference is made to your request, submitted on behalf of Now Pharm AG, for arphan-
drug designation dated February 27, 2003, of 5,5',5"-{phosphinothioylidyne-tris(imino-
2, 1-cthanediyl)] tris[5-methylchelidoninium] trihydroxide hexahydrochloride for the
treatment of pancreatic cancer. Reference is also made to our acknowledgement letter

dated April 8, 2003.

Pursuant to section 526 of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. §
360bb), your request for orphan drug designation of 5,5',5"-[phosphinothioylidyne-
tris(imino-2, 1-ethanediyl)] tris[S-methylchelidoninium] trihydroxide hexahydrochloride
for the treatment of pancreatic cancer is granted.

Please note that it is the active moiety of the drug and not its formulation that is
designated. Please also note that if the above product receives marketing approval for an
indication broader than what is designated, it may not bg entitled to exclusive marketing
rights under section 527 (21 U.S.C. § 360cc). Therefore, prior to final marketing
approval, we request that you compare the product’s designated orphan indication with
the proposed marketing indication, and submit additional information to amend the
orphan-drug designation if warranted.

Please submit to the Office of Orphan Products Development a brief progress report of
drug development within 14 months after this date and annually thereafter until
marketing approval (see 21 C.F.R. § 316.30). Finally, please notify this Office within 30
days of a marketing application submission for the product’s designated use.



If you need further assistance in the clinical development of your product, please feel free
to contact John J. McCormick, MD, at (301) 827-3666. Please refer to this letter as
official notification and congratulations on obtaining your orphan-drug designation,

Sincerely yours,

Marlene E. Haffner, MD,

Rear Admiral, United States Public Health Service
Director, Office of Orphan Products Development
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